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Preface 

Public Comment: 

For 90 days following the date of publication In the Federal 
an~~un~~ng the availability of this guidance, comments and 

ent should be submitted to Docket No. [CDRN 0sM 
agement Branch, Division of Management Systems 

esources and Management Services, Food and D 
Fishers Lane, Room f06f., (HFA-305), Rockville, MD, 20852. 

Additional Copies 

Additional copies are available from the Internet at: 
ttp://~.fda.g~v/~dr~[spe~i~~ address], or CDRH carts-~~-D~rnand” In 

order tcr receive this document via your fax machine, call the CD ts-f)n- 
Demand system at ~~0~~9~-~3~ 1 or 30 1-827-O 11 f from a touch ephone. 
Press 1 to enter t system. At the second voice prompt, press 1 to order a 
document. Ente e document number (1378) followed by the pound sign (#>. 
Follow the rerna~~~ng voice prompts to complete your request. 



ecial Controls Guidance 
ment: Intraoral Devices r Snorin 

d/or Obstructive Sleep Apnea; 
Guidance for Industry and FDA 

ckground 
is draft guidance document was developed as a special control guidance to suppo~ the 

f the intraoral devices for snoring and/or obstructive sleep 
vices for snoring and obstructive sleep apnea are preame 
mmercial distribution prior to May 28, 1976 (the enactment date of the 
e Amendments of 1976) and are currently unclassified. The Dental 

et to consider the classification of these devices in November f997. The 
ded these products be classified into Class II (special controls). The 

evice, as proposed, is intended for use during sleep to aid in the treatment of simple 
snoring and/or obstructive sleep apnea. 

is draft guidance will be issued in conjunction with ederal Register notice 
annoul~~ing the proposal to classify this device type. guidance is issued for 
comment purposes only. If a final rule to classify this device type is not issued, this 
guidance document will not be issued as a special control. 

FDA believes that special controls, when combined with the general controls, will be 
snf~~ient to provide reasonable assurance of the safety and effectiveness of intraoral 
devices for snoring and/or obstructive sleep apnea. Thus, a anufacturer who intends to 
market a device of this generic type should (1) conform with the general controls of the 
Federal Food, Drug & Cosmetic Act (the Act), including the 5 k) requirements 
described in 21 CFR 807 Subpart E, (2) address the specific ri to health associated 

intraoral devices for snoring and/or obstructive sleep apnea, and unless exempt from 
remarket noti~eation requirements of the Act, (3) receive a substantial equivalence 

dete~~nat~on from FDA prior to marketing the device. 

cial control guidance d ument identifies the classification, product code, and 
ation ide~ti~~ation for intraoral devices for snoring and/or obst~ctive sleep 

apnea. In addition, it ists the risks to health identi~ed ‘oy FDA and serves as the special 
control that, when followed and combined wi the general controls, will generally 
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address the risks associated with this generic device type and lead to a timely 5 I O( 
review and clearance. For the specific content requirements of a 510(k) submission, you 
should refer to 21 CFR 807.87 and other agency documents on this topic, such as ‘“5 1 O(k) 

algae - Premarket ~oti~~ation: 510(k) - Regulatory Requirements for Medical 
evices,” ~//~.fda.~ov/cdr~m~ual/5 1 Okprt f .html. 

Device m~ufacturers may submit an Abbreviated 5 1 O(k) when: (I ) a guidance 
o~uments exists, (2) a special control has een established, or (3) FDA has recognized a 

relevant consensus standard. FDA believe an Abbreviated 510(k) is the least 
rdensome means of demonstrating substantial equivalence once a Class XI Special 

ontrols Guidance Document has been issued. See also The New 510(k) Paradigm - 
Alternate Approaches to Demonstrating Substan arket 
~~t~~~ati~~s; Final Guidance, htt~://~~fda 

An Abbreviated 5 I. O(k) submission should include the required elements ident~~ed in 2 1 
CFR ~~~.~~, including a description of the device, the intended use of the device, and the 

sabering for the device. An Abbreviated 5 f O(k) should also include a summary 
an Abbreviated 510(k), FDA may consider th ents of a summary report to 

riate supporting data within the meaning of 2 1 &07.87(f) or (8). 

e summary report should briefly describe the methods or tests used and the acceptance 
criteria applied to address the risks ident in this guidance document as well as any 
additional risks specific to your device. n a suggested test method is followed, a 
simple reference to the method will be an acceptable description If there are any 
deviations from a suggested test method, you should provide more detailed information 
in the summ~y report to characterize the particular deviation. The sugary report 
should also either (1) briefly present summ~y results of each test i tabular fom 0~” (2) 
describe the acceptance criteria to be applied to the test results. (See also 21 CFR 820.30 
Subpa~ C Design Controls for the Quality System Regulation.) 

2. Scope 
e of this document is limited to the generic type of 

872.5570 Intraoral devices for snoring and/or obstructive sleep apnea. 

roduct codes: LRK Anti-Snoring Device 
LQZ Jaw Repositioning Device 

This generic type of device includes intraoral devices for snoring and/or obstructive sleep 
ea. These are removable medici devices that are fitted in the patient’s mouth and are 

to treat patients who snore and patients who have obstructive s apnea. The 
e indurated to be used when the diagnosis is simple snoring or ructive sleep 

apnea. The devices are indicated for use during sleep to aid in the treatment of these 
~ondit~~)ns. Simple snoring is a form of sleep disordered breathing in which there is a 
narrowing of the upper airway which leads to an inspiratory noise produced by vibration 
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of the ~h~yngeal soft tissues. These devices are not indicated for the treatment of central 
nea. Intraoral devices to treat snoring and/or obstructive sleep apnea are prescription 

evices unless adequate directions for use (21 CFR 801.5> are developed and FDA clears 
a 5 1 O(k) s~e~i~caIly for over-the-counter (OTC) distribution. 

Intraoral devices to treat snoring and/or obstructive slee apnea include three basic 
mandibular repositioners, tongue retaining dev es, and palatal lifting devices- 
ese devices provide the same therapeutic goal of increasing the pharyngea~ sgaee 
ve the patient’s ability to exchange air. The increase in airway space decreases 

the air turbulence, which is a causative factor in snoring. 

In addition to the removable devices, there are implantable screw 
used with a sut~i~g technique as part of a surgical procedure to li 

us~~lature and rovide improved oropharyngeal patency (airway space). I~~lanta~le 
scww devices are not included in this classification. 

as identified the risks to health generally associated with the use of intraoral 
devices for snoring and/or obstructive sleep apnea in the table below. You should also 
conduct a risk analysis, prior to submitting your 5 I O(k), to identify any other risks 

to your device. The premarket notification should describe the risk analysis 
The measures recommended to mitigate the identified risks are given in this 

guidance document, as shown in the table below. (If a m elects to use an 
alternative approach to address a particular risk, or has id s additional to those 
in t uidance, you should provide sufficient detail to support the a~te~ative approach.) 

I Ikmnmended ~iti~atiun measures 
- 
traoral gingival, palatal, or dental soreness Sections 6, 7, 8, 9 

Temporomandibular Joint (TMJ) 
Dysfunction Syndrome i 

Qbstruct~on of oral breathing Sections 8,9 

loosening or flaring of lower anterior teeth 
or general tooth movement 

Sections 8,9 

FDA believes that the measures in the following sections of this guidance, 
combined with general controls, will address the identified risks to health 
with the use of the intraoral devices for snoring and/or obst~ctiv~ sleep apnea. You 
should demonstrate that your device complies with either the specific recommendations 

is guidance or an alternate means to address the above ~de~ti~ed risks, in order to 
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provide reasonable assurance uf the safety an effectiveness of th,e device. If you have 
ide~ti~ed any additional risks, specific to your device, your 5 1 O(k) should identify those 

s, as well as the methods or tests used and the acceptance criteria applied to address 
them. 

ted 510(k) Content 
An Abbreviated 5 I Q(k) that relies on a Class II Special Controls guidance ~oc~e~t 
should contain the following. 

Coversheet 

eet should prominently identify the submission as an Abbreviated 5 1 O(k) 
and cite the title of the specific Class II Special Controls Guidance Document. 

Items Requited Under 2I CFR 807.87 

The items required under 21 CFR 80’7.87 are: 

0 Description of the device and its intended zlse. The description sh5uId 
include a compete discussion of the performance spec~~cations and, when 
appropriate, detaifed, labeled drawings of the device You should also submit an 
~‘~ndications for use’” enclosure. See http://~.fda.~ov/cdr~ode/indicate*ht~~ 
for the recommended format. 

e Proposed labeling. 

* ~u~~a~ report. A summary report should describe how t 
Special Controls Guidance Document was used to address the risks associated 
with the particular device type. The summary report should contain: 

+ Risk analysis 

+ description of device perfo 

+ IXscussion of the features and functions provide to address the risks 
identified in this Class II Special Controls Guidance document, as 
well as any additional risks identified in your risk analysis. 

+ For each performance aspect identified in sections 6-9 of this Class II 
Special Controls Cui ante document, you should briefly discuss each 
test method and identify your acceptance criteria. When a suggested 
test method is followed, a simple reference to the method will be an 
acceptable description. If there are any deviations from a suggested 
test method, you should provide more detailed ~~f~~atio~ in the 
summary report to characterize the pa~icuIar deviation. The summary 
report should also either (I) briefly present the data resulting from 
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each test in tabular form or (2) describe the acceptance criteria to 
applied to the test results. If anv test article does not meet the 
identified acceptance criteria, you may not mgrket your device: 

FDA before you market your device. (‘21 USC 5 13(i)Clf(A.fL 

3 If any part of the device esign or testing relies on a recognized 
standard, the summary report should include: (1) a statement that 
testing will be conducted and meet specified acceptance criteria before 
the product is marketed, or (2) a declaration of conformity to the 
standard. Testing; must be completed before submitting a declaration 
of conformity to a recognized standard. (21 USC 5 ~4~~~~2)~~~~. For 
more information, see FDA guidance, Use of Standards in 
Substantial Equivalence determinations; Final Guidance for 
Industry and FDA, ~//~.fda.~ov/cdr~ode~~uidan~e/~ 13 I .htmJ, 

+ If FDA recommen s a clinical study for your device (see section 
your summary report should describe your clinical protocol and 
include all the info~ation described in section 8. If you have omitted 
any of this information, you should plain, in your summary re 
how substantial equivalence can be termined without it. 

If it is not clear how you have addressed the risks identified by FDA or by your ris 
analysis, we may request additional information about aspects of the device’s 

erformance characteristics. We may also request additional information, if we nee 
assess the adequacy of your acceptance criteria. 

As an a~te~ativ~ to submitting an Abbreviated 5 1 O(k), you can submit a traditional 
5 1 O(k) that provides all of the information and data described in this guidance. A 
traditional 5 1 O(k) should include all of your methods, data, acceptance criteria, and 
c5nclusi5ns. 

I* aterialt Composition 

Your s~tmmary report should include the following information for all components* 

m The material identity 

e complete chemical composition, unless declaring conformance to a 
materials standard 

m Material safety data sheets (MSDS) for all materials used in the device 
(appended to your summary report), 
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ould perform bio~ompatibility testing as outlined in the F~A-modi~ed ‘Use of 
International Standard IS04 0993, Biological Evaluation of Medical Devices Part- 1: 
evaluation and Testing” http://~w,fda~ov!cdrklcz95 1 .html for a surface device that 
contacts intraoral (i.e., mucosal, gingival, and palatal) surfaces for longed contact. 
Your summary r rt should contain either a statement that testin 11 be conducted as 
described in the dard (the statement should also include t e acceptance criteria to be 
applied) or declaration of conformity to Parts 5 and 10 of IS04 0993 I 

wit the Least Burdensome provisions of the FDA ~ode~ization Act of 
7, the agency will not request clinical studies for new devices unless there is a 

spe~i~c justi~cation for asking for such information to support a substantially equivalent 
determination. FDA recommends that you conduct clinical studies for intraoral devices 
for snoring and/or obstructive steep apnea when your device: 

e uses designs dissimilar from designs previously cleared under a 5 1 O(k) [Please 
note: Devices that use the same mechanism of action are not necessarily similar 
devices.] 

Q uses new technology, i.e., technology different from that used in legally m~keted 
intraoral devices for snoring and/or obstructive sleep apnea 

* makes changes in the indication for use. 

The s ary report should include the clinical protocol defining inclusion and exclusion 
criteria and a sample size justification. 

For devices for simple snoring, performance measurements should include the rate of 
reduction of snoring based on clinical observation. 

structive sleep apnea, performance measuremen 
f apneic events measured by polysomnograms. 

ams should be obtained for each subject in t 
include measurements of the respiratory di 

nea, and oxygen saturation. FDA believes that 
~olysomnograph~~ data are needed for the intended use of obstructive sleep apnea. 

~lin~~a~ studies to support a substantially equivalent determination for a non 
intraoral device for simple snoring also need to demonstrate that the instruct 
are adequate to provide a reasonable assurance of safety and effectiveness under the 
~onditi~~~s of use. We suggest that you discuss your propos otocol with the ~~v~s~o~ 
of Dental, Infection Control, and General Hospital Devices re initiating a clinical 
study of this kind. 
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The prema~ket not~~~ation must include labeling in sufficient detail to satisfy the 
reqniren~ents of 2 1 CFR 807.87(e). 

intraoral devices for snoring and/or obstructive sleep apnea are prescription medical 
evices unless FDA determines that adequate directions for safe lay use have been 

ed. Final labeling for medical devices must comply with the requirements of 
2 1 CFR 801.1 and final labeling fur prescription medical devices must comply with 
2 I CFR 801.109 before being introduced into interstate commerce. 

e following information is aimed at assisting manufacturers in complying with 
801.109, 

In accordance with 2 1 CFR 80 1. ‘li 09, prescription intraoral devices for snoring and/or 
obstructive sleep nea must bear the following caution statement: “‘Caution: Federal 
law restricts this device to sale by or on the order of a physician.” 

Devices with Thermal Settinrr; Resins 

If the device contains a thermal setting resin, you should include instructions for 
heating, cooling, and setting time in the labeling. 

You should include the following contraindications in your labeling. The device is 
for patients who: 

* have central sleep apnea 

* have severe respiratory disorders 

e have loose teeth or advanced periodontal disease 

D are under 18 years of age. 

Warning 

You should include the following warnings in your labeling. Use of the device may 
cause: 

ovement or changes in ental occlusion 

e gingival or dental soreness 

= pain or soreness to the tem~orom~dibular joint 

* obst~~tion of oral breathing 

* excessive salivation. 
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Precautians 

You should include the following recaution: Dentists shoul consider the medical 
history of the patients, including history of asthma, breathing, or respiratory 
disorders, or other relevant health problems, and refer the patient to the appropriate 
h~althcare provider before prescribing the device. 

Patient Labelhq 

eling should be clear, accurate, and provide complete use and care 
s for the patient. Info~ation on patient labeling is available in the 

guidance entitle “Guidance on Medical Device Patient Labeling; Final Guidance for 
~~d~~stry and FDA Reviewers,” issued April f. 9,200 1, 

1 a nvestigational Device Exemptions 
ical gn validation studies conducted after FDA determines that the device is 
tant equivalent are exempt from investigational device exemptions (IDE) 

requir~~~ents in accordance with 21 CFR 812.2(e)(2). However, such studies must be 
performed in conformance with 21 CFR parts 50 and 56. 

If a ~linica~ study is needed to demonstrate substantial equivalence, i.e., conducted prior 
to obtaining 5 IO ) clearance of the device, the study must be conducted under the DE 
regulation (2 1 CFR 8 12). FDA has determined that these devices are non-sig~i~cant 
risk, and therefore studies of this device are subject only to the abbreviated requirements 
of 21 CFR 812.2(b). 
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